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ABSTRACT

The Behavioral Center of Excellence (BCE) in Breast Cancer was established to provide a comprehensive, multi-
disciplinary approach for studying the process of, and methods for facilitating, successful adaptation in the context of
breast cancer risk, treatment, and recovery. The four ongoing studies are derived from and integrated by a unifying
theoretical framework, and are supported by four core facilities (i.c., Administrative, Communication, Genetic Testing and
Bioinformatics Core). The four projects are: 1) development of an intervention to promote utilization of breast cancer risk
assessment programs and adherence to screening recommendations among underserved African-American women; 2) use
of a “teachable moment” and tailored communication materials to promote utilization of risk assessment and adherence to
screening among daughters of diagnosed breast cancer patients; 3) the promotion of psychological and physical adaptation
among breast cancer patients at the completion of active treatment(i.¢., during the re-entry phase); 4) promotion of
psychological adaptation among metastatic breast cancer patients. The overarching goal is to develop theoretically guided,
tailored, and transportable breast cancer communications to enhance screening adherence, decision-making, and quality of
life across the spectrum of disease (i.e., from risk through treatment to survivorship).
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INTRODUCTION

Breast cancer represents a serious health issue for African American women. Higher morbidity
and mortality rates in this population may be due, in part, to lower uptake of breast cancer risk
assessment and genetic counseling programs, as well as lower adherence to breast cancer
screening recommendations (Miller & Champion, 1997). Yet, little information currently exists
with respect to the psychosocial factors that facilitate participation in, and adherence to, available
breast cancer risk assessment and screening programs. Further, there are no established
intervention protocols to address the needs of this population. Guided by the research team’s
Cognitive-Social Health Information-Processing (C-SHIP) model, the overarching goal of
Project 1 is to identify and assess barriers and facilitators to participation in breast cancer risk
assessment and to adherence to breast cancer screening recommendations among African
American women (Miller, 1995; Miller, 1996; Miller, Shoda, & Hurley, 1996; Miller, Fang, et
al, 1999). These data will be used to develop and pilot test an intervention program to boost
enrollment in breast cancer risk assessment programs and increase adherence to breast cancer
screening guidelines among African American women.

The specific aims for Project 1 are as follows:

Aim_1: To develop a psychosocial assessment instrument, tailored to low-income African
American FDRs of breast cancer patients, which assesses key psychosocial predictors of breast
cancer surveillance behaviors (Phase 1).

Aim 2: To evaluate the psychometric nature of this questionnaire and to identify key longitudinal
predictors (e.g., fatalism, attentional style) of participation in breast cancer risk assessment and
of adherence to breast cancer screening recommendations (Phase 2).

Aim 3: To examine the feasibility and short-term impact of a cognitive-social intervention that is
designed from Phase 1 and 2 data (Phase 3). Feasibility variables include number of recruitment
calls needed, recruitment and attrition rates, level of satisfaction with the intervention, and
degree to which women would recommend the program to others. Impact variables will include
intention to pursue breast cancer risk assessment programs and adherence to breast cancer
screening guidelines.

In Phase 1, we will conduct focus groups with African American FDRs of breast cancer patients
(N = 30) to develop a psychosocial assessment of barriers and facilitators of participation in risk
assessment programs and adherence to screening guidelines. We expect that low monitoring as
well as a pattern characterized by low levels of knowledge about genetic risk and assessment
programs, inaccurate risk perceptions, high fatalistic beliefs, low pros and high cons about risk
assessment, and extremely high levels of emotional distress will emerge as important correlates
of program interest and screening adherence. Phase 2 will be a longitudinal study with African
American FDRs of breast cancer patients (N = 100) to evaluate the psychometric nature of this
instrument and to identify prospective psychosocial predictors of intention/readiness to pursue
breast cancer risk assessment and screening adherence. We hypothesize that high monitoring, as
well as greater knowledge, higher risk perceptions, lower fatalism, higher pros and lower cons,
and moderate levels of emotional distress will predict greater readiness to pursue risk assessment
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and higher levels of screening adherence. In Phase 3, we will examine the feasibility and impact
of an intervention for African American FDRs of breast cancer patients (N = 30) on interest in
breast cancer risk assessment and screening adherence. We hypothesize that 75% of FDRs
approached will agree to participate and that there will be a 20% attrition rate. Further, FDRs
receiving this intervention will demonstrate greater interest in risk assessment program, as well
as greater screening adherence.

Study findings will have applicability to enhancing current cancer prevention and control
initiatives with underserved populations. This study will: 1) provide a theory-guided instrument
for identifying women less likely to pursue risk assessment and adhere with screening
guidelines; 2) identify a feasible, evidence-based approach to motivating breast cancer screening
and participation in risk assessment programs among traditionally underserved women; and 3)
provide information concerning the need for the simultaneous targeting and tailoring of
interventions to promote decision-making about breast cancer assessment and adherence to
surveillance behaviors. Overall, this study will provide important data for implementing breast
cancer health-promotion interventions among underserved women on a broader scale.

BODY

During Year 1, we anticipated accomplishing Task 1 and initiating Task 2, as outlined in our
Statement of Work. Task 1 involved refining a psychosocial familial risk questionnaire, tailored
to low-income African American FDRs of breast cancer patients, that assesses key psychosocial
correlates of interest in breast cancer risk assessment programs and adherence to breast cancer
screening guidelines (Phase ). We subdivided this task into the following sub-tasks:

a. Submit Protocol to Institutional Review Boards (Month 1)
b. Recruit Focus Group Participants for Phase 1 (Months 2-3)
c¢. Conduct Focus Groups (Month 4)
d. Analyze Focus Group Data (Month 5)
e. Develop Assessment Instrument for Phase 2 (Month 6)

Task 2 involved evaluating the psychometric nature of the psychosocial familial risk
questionnaire and identifying key longitudinal predictors of participation in breast cancer risk
assessment and of adherence to breast cancer screening recommendations among female African
American FDRs of breast cancer patients (N = 100; Phase 2). We subdivided this task into the
following sub-tasks:

a. Submit Protocol to Institutional Review Boards (Month 7)
b. Establish Recruitment Procedures/Staff Training for Phase 2 (Month 8)
¢. Recruit Participants, Conduct Longitudinal Study (Months 9-30)

To date, we have completed Phase I of the overall project (i.e., Task 1, a-e). We have also
submitted the protocol for Phase 2 to the FCCC IRB for review and received approval (i.e., task
2, a) and began Phase 2 data collection in the spring of 2004. Currently, recruitment efforts are
being achieved by radio and newspaper ads that reach predominately African American women.
The goal now is to continue subject recruitment and participation for Task 2.
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Below, in Figure 1, we summarize our recruitment efforts for phase 2 of this project.

Figure 1: Summary of Recruitment Efforts (phase 2)

Total # Of # Of Patients # Of Informed
Calls Received | ——jp{  Eligible for i Consents

=221 Study = 85 Received= 45

# Of Baselines

Completed =33

v

# of 8 -month
follow-ups
completed =8

We have accrued 45 participants to date. Participants (only those who completed the baseline
included) characteristics include:

Average age = 42
Median age =42

Education

High School =7
Some College = 16
Bachelor’s Degree = 3
Graduate Degree =7

We are in the process of devising a number of innovative recruitment strategies. The first
approach is to recruit at IRB-approved local community churches serving predominantly
African-American populations that Temple University Hospital serves. We have had success in
utilizing faith-based sites as a channel to recruit participants in related studies. Second, we plan
to submit an amendment to the IRB to recruit study participants through African-American
sororities at Temple University (e.g., Delta Sigma Theta, Zeta Phi Zeta). Lastly, we have
initiated contact with the local leader of the National Black Leadership Initiative on Cancer
(NBLIC). The NBLIC is a 13-year-old outreach-based organization which had worked with at
least 35 community-based organizations, including churches, schools, primary care medical
practices, and civic organizations. Chapter volunteers have participated in a wide range of
cancer awareness and prevention activities, conducted seminars, and served on committees for
program planning and network development. Our aim is to partner with the NBLIC to reach

8
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potential study participants and to provide relevant, culturally sensitive information with regard
to breast cancer risk options to their constituents.

We have conducted focus groups with African American First-Degree Relatives (FDRs) of
breast cancer patients (N = 27). Data from these focus groups have been used to develop a
psychosocial assessment of barriers and facilitators of participation in risk assessment programs
and adherence to screening guidelines. Further, guided by the Cognitive-Social Health
Information Processing (C-SHIP) model, we are applying a qualitative approach to explore
patterns of cognitive-affective profiles of African-American and their attitudes and beliefs about
breast cancer risk and the options available to them. These qualitative data have been transcribed
and will be scored and analyzed to delineate and describe the individual’s risk-related responses,
in terms of their patterns of: risk perceptions, outcome efficacy of risk assessment procedures,
risk-related distress, values related to the uptake of prevention and screening behaviors, and self-
regulatory strategies to cope with the challenges associated with hereditary risk. These
qualitative data will be used to enrich our understanding of the quantitative dataset by specifying
more clearly the content of at-risk individuals’ concerns. This is a unique data set in that it
combines qualitative and quantitative approaches to the understanding and analysis of how
minority women process complex information related to hereditary risk to breast and ovarian
cancer, and the decisions and behaviors that ensue over time.

KEY RESEARCH ACCOMPLISHMENTS OF PHASE TWO
e Attend and participate in monthly Center meetings.

e Recruited 45 participants in the study, out of which 33 completed baseline assessment and 8
completed the study (8-month follow-up)

e The Leadership Core applied for and received DOD approval for a no-cost one-year
extension.

REPORTABLE OUTCOMES
None

CONCLUSION

Overall, we have successfully completed Phase 1 of this project, namely the focus group
interviews with 27 participants. Phase 2 recruitment of this project has shown promise with
radio and newspaper ads placed and interest in the study seems favorable. We expect that we
will achieve our recruitment goals with this uniquely challenging, and understudied population
and successfully complete the study through additional recruitment efforts.

REFERENCES
None
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A Teachable Moment within the Family: From Concept to Community
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Dr. Suzanne M. Miller, Ph.D., Co-Investigator
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October, 2005
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INTRODUCTION

Despite advances in cancer detection and treatment, breast cancer remains the most
common cancer among women and accounts for a staggering number of lives lost per
year. Knowledge about both the genetic and environmental causes of breast cancer is
being translated into tailored screening protocols, chemoprevention approaches, and diet
and lifestyle modifications, targeted to women at highest risk. First-degree relatives
(FDRs) of breast cancer patients comprise a particularly appropriate group among whom
to concentrate efforts to maximize risk reduction and early detection. Although a family
history of breast cancer is a well-known risk factor, studies have shown that many
women are unsure of their risk status and are often unaware of the cancer prevention

- strategies that may be appropriate for them. The diagnosis of breast cancer in a close
relative may provide the ideal opportunity, a “teachable moment,” to reach at-risk family
members to address their needs and concerns and make available risk assessment and
counseling programs. The goals of the proposed study are to test a health communication
message personalized to a set of demographic, clinical and psychosocial factors and
timed to capitalize on the heightened awareness of breast cancer risk attendant to the
recent diagnosis in an FDR. The project represents a partnership between a
comprehensive cancer center (FCCC) and a series of community hospitals (FCCC
Network affiliated sites) in an effort to enhance dissemination of state-of-the-art cancer
prevention and control strategies to the community setting. Affected patients identify at-
risk relatives at each site, and permission is sought to contact them by phone for
participation in the study. Study participants are randomized to either a personalized
message keyed to age, risk level, family history, screening behaviors and attention style,
or to a general, non-personalized health message. Surveys are administered to adult
daughters and sisters at two time points -- baseline and 12 months later -- in order to
capture both newly formed intentions to seek cancer risk information and counseling,
adopt lifestyle changes, and/or initiate appropriate surveillance regimens, and the actual
action upon these intentions. The C-SHIP model of cognitive-affective processing of
health threats is used as the theoretical framework for this study.

Aim 1: To develop and evaluate a theory-driven message tailored to a set of relevant
variables including monitoring attentional style to enhance participation in FCCC’s
Family Risk Assessment Program (FRAP). The hypotheses are that patients exposed to
this tailored message will be more likely to 1) seek risk assessment and counseling
through FRAP, and 2) adopt risk-reducing behaviors than those patients who receive a
non-tailored risk message.

Aim 2: To examine the moderating effects of individual differences in educational level,
relationship to the patient, and level of anxiety and cancer-related distress.

BODY

The focus in the project during the past year has been continued recruitment of
participants at FCCC and VirtuaHealth, ongoing capture of data, as well as some interim
data analysis.

11
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The study staff at FCCC continued work with the coordinator at one active Network
hospital, VirtuaHealth, to explore viable recruitment strategies. Discussions with
additional FCCC Network and affiliated hospitals continue (Geisinger Medical Center,
ChristianaCare Health System) and the sites are at various stages of assessing interest in
conducting the study at their institutions. Reading and Paoli continue the annual review
process at their sites. However, due to staffing constraints neither site has recruited any
participants. This is a result of limited staff ability at the sites to identify breast cancer
patients in the local medical practices. It is unlikely that these sites will become active
before recruiting for the study is closed.

During Year 4, with Task 1-subtasks a and b completed, we continued with the following
sub-tasks:

c. Finalization of recruitment strategies

d. Training of study personnel

Sub-task c.-Finalization of recruitment strategies, is an ongoing, dynamic process as we
continue to explore viable strategies at both FCCC and the network sites. We have
continued to display study brochures and flyers at various locations throughout FCCC
and in physicians’ offices in the Virtua community. Additionally, study staff has
participated in various community events to recruit participants. Brochures are displayed
and staff members are available to answer questions about the study. The Project
Coordinator continues working with the network sites to try and establish viable
recruiting strategies in the face of very limited human resources at the sites.

Sub-task d.-One of the two Health Educators conducting the telephone counseling
sessions left FCCC and was replaced this year. The new Health Educator has extensive
experience working in the Cancer Information Service and is well suited for this study
(i.e. providing information by telephone). She was trained by the Project Coordinator and
spent time observing the other Health Educator on the team. The Project Coordinator
meets with the study team on an ongoing basis to identify problems, develop support
tools and streamline the scheduling and implementation of the counseling sessions. The
list of frequently asked questions (FAQs) and answers continues to be updated with input
from the counselors evolving during their sessions with study participants.

We continued working on Task 2, Conducting a prospective, randomized trial.
This task was subdivided into sub-tasks that are being completed on an ongoing basis.

a. Identification of FDRs (months 7-30)
b. Mailing of pre-call letter (months 7-30)
c. Baseline telephone interview (months 7-30)
d. Follow-up letter (months 7-30)
e. Delivery of experimental and control sessions (months 8-31)
f. Quality control tests performed on a randomized (months 8-31)
sample of sessions
g. Follow up print materials mailed to participants (months 8-31)

12
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h. Informatics Core to complete data entry (months 7-44)
and management
i. Conduct 12-month follow up phone call (months 20-44)

We continued with identification of breast cancer patients through use of the new Clinical
Information System at FCCC. The staff has found the best ways to utilize this system to
identify breast cancer patients and assess whether they met the time from diagnosis
criteria. IRB approved study brochures are being distributed to all new breast cancer
patients coming to FCCC for their initial visit. Brochures are also placed around the
center in high traffic areas, as well as displayed at various patient education events on
campus. As described above, study staff also began participating in a recruiting table that
is set up during the hours of the Breast Evaluation Clinic to display information about the
project and answer questions for patients being seen in the clinic that day. With the
migration of clinic space at FCCC to off-campus buildings, the study staff has met with
the registration staff at these locations to introduce the study and identify the best ways to
recruit patients at these locations. Once the patients are identified, the study staff has
continued contacting them to set up a time to meet when they are scheduled to be at
FCCC for a routine appointment. Once we briefly introduce the study to the patient over
the phone and assess preliminary interest and eligibility, a time and place to meet in
person is arranged. A member of the study staff then meets with the patient, explains the
study, obtains informed consent and assists the patient in completing the Relative
Information form (RIF) to identify their eligible FDRs (subtask a). In a few cases this
year, FDRs have contacted the study staff directly as a result of obtaining a brochure
while accompanying their relative to a clinic appointment. This minimizes the need to
recruit the patient and complete the RIF, streamlining the process of recruiting the FDR
directly.

Once the RIF is completed, precall letters are then mailed to the FDR (subtask b) along
with the Relative Informed Consent and HIPAA forms to introduce the study. If the FDR
does not call to decline participation within a specified timeframe, the Informatics Core
generates a contact log. This log flags the date for a member of the study staff to follow
up on the precall letter with a phone call to assess the FDRs interest in participating in the
study. Once we assess eligibility and the FDR has agreed to participate, the study staff
obtains informed consent from the participant and asks her to sign and return the
informed consent and HIPAA authorization forms.

Another phone call is scheduled for the baseline telephone interview (subtask c) at which
time the baseline HHQ is completed over the telephone. The survey takes between 20-45
minutes to complete. The variability in time is mostly due to the size of the family and
the accompanying family history information being collected. This call only takes place
once the signed forms are received back by the study staff. A photocopy of the signed
consent and HIPAA forms are then sent to the FDR for their records. Another call is
scheduled within a few weeks of the baseline interview for the delivery of the counseling
session.

13
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Once the interview is completed, a follow up letter (subtask d) is generated by the
Informatics Core and provided to the study staff. This letter confirms the date and time
for the upcoming telephone counseling session and is sent along with a small monetary
reimbursement to the participant thanking her for her time and interest in participating.
The baseline HHQs are entered into the database and the participant is randomized to
either the experimental or control groups. A tailored script is generated for each woman
in the experimental group based on several variables captured during the baseline
telephone interview. An algorithm was developed with the Informatics Core to create the
script for each participant in the tailored group. These variables include attention style,
family history/risk level and compliance with breast cancer screening. This process is
discussed further in the Informatics and Communications Core sections of this report.
Sample scripts are included as appendices. For women in the control group, a general
health information script is generated covering such topics as diet, dietary supplements
and exercise. The Project Coordinator reviews each script to ensure that the tailoring
algorithm is correctly applied to the script and that the text is personalized for the specific
participant.

The experimental and control counseling sessions (subtask e) are completed by two
Health Educators trained to administer the intervention. The sessions take from 10-30
minutes and conclude with a description of the local Family Risk Assessment Program
with contact information on how to enroll. Participants are given an opportunity to ask
questions throughout the session and are given additional resources (e.g. NCI website,
Cancer Information Service) by the counselor as appropriate to the individual situation.

A subset of six of these sessions was audiotaped with permission from the participant and
the Project Coordinator reviewed these tapes to assess quality control of sessions
(subtask f). Sessions are being delivered appropriately and the format of the scripts
encourages interaction between the participant and the counselor. The counselor notes
participants’ comments throughout the session and completes an evaluation form at the
end of each session. The Project Coordinator reviews all evaluation forms and addresses
any problems or questions that arose during the session.

Follow up print materials (i.e. fact sheets) are then mailed to participants (subtask g)
within two weeks after the completion of the counseling sessions. These materials were
developed with the Communications Core to correspond to the tailoring variables utilized
in the tailored intervention group. Additionally, a fact sheet was created to reinforce
information disseminated to control group participants. Samples of these materials are
included as appendices to this report. Also included in this mailing is a brochure and
invitation to enroll in FRAP for more in-depth counseling and education about their risk
for developing breast cancer.

The Informatics Core staff enters and manages the data (subtask h) on an ongoing basis.
Study staff continues to meet with the Informatics Core on a regular basis to ensure that
participant data are being captured and project timelines are being met. Several project
management reports were developed to assist the Project Coordinator with tracking

14
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progress of the study. Each study event is recorded through use of a checklist and data
entry process on an ongoing basis. Data from the baseline and follow up HHQs are
entered into the database by Informatics Core staff. The study staff enters study checklists
which capture each study event as every participant completes it. Additionally,
appointments for telephone sessions are scheduled and managed utilizing an MS Outlook
calendar.

The 12-month follow up Health History Questionnaire has been in use throughout the
past year. We began administering the survey over the telephone in March, 2004
(subtask i) as participants reached the 12 month mark after their counseling session. The
Informatics Core generates a call log after a participant has been in the study for 11
months, and study staff begins to contact participants to complete the follow up interview
in the ensuing weeks. The follow up HHQ takes approximately 30 minutes to complete
over the telephone. Once this interview is completed, the participant has completed the
study.

Task 3, to conduct data analyses on all data collected and to present/publish findings is
not applicable to the Year 4 Report. However, the subtasks are as follows:

a. Statistical analyses of data obtained (months 40-46)
b. Publicize study findings (months 43-48)
c. Prepare final report for granting agency (months 46-48)

We have done some preliminary data analysis (subtask a) in preparation for various
presentations (e.g. Era of Hope meeting) throughout the year. This includes descriptive
statistics to characterize the study population which can be found in the Reportable
Outcomes section below.

KEY RESEARCH ACCOMPLISHMENTS

e Obtained informed consent on 38 new subjects, completed telephone counseling
sessions with 39 subjects and completed 12-month follow up interviews on 46
participants during the past year.

We have accrued 135 participants, 126 of whom have been randomized (70 tailored
intervention group, 56 control group). Of these participants, 84 have completed the
12-month follow up and thus, the study.
Participant characteristics include:
Age: 41 (median) (range 25-77) ,
Race: 115 White; 8 African American; 2 Asian, 1 unknown
Education level: 2 -8to 11 yrs

27- High school or GED

3-Vocational or Technical school
43-Some College
33-Bachelor

15
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12-Graduate
6-Doctoral

Participation in Family Risk Assessment Program: 1 tailored intervention group
participant and 3 control group participants

¢ Attended and participate in monthly Center meetings.

e 12-month follow up Health History Questionnaires were administered to 46
subjects, completing their participation in the study

e Explored new recruiting procedures for identifying eligible breast cancer patients
and their first-degree relatives.

e Ongoing communication with FCCC Network site staff (N=5) to coordinate study
approval and start up activities at each site.

REPORTABLE OUTCOMES
- none

CONCLUSION

Subject recruitment continued at FCCC during the past year. We have continued to
identify and refine recruitment procedures at both FCCC and network sites. We have
established a consistent internal queue of women based on the appropriate time from
diagnosis (e.g. 6-12 months) providing us with a steady flow of potential subjects to
approach for participation in the study. We have identified the most effective recruitment
strategies at FCCC and are using these as a model with the sites. We will continue to
work with the network sites to identify additional opportunities for recruiting participants
locally. Improved recruitment is anticipated in the coming year, with strong support of
the study at the newest site gaining approval, and by incorporating creative recruitment
strategies in the community.

REFERENCES
None
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APPENDICES (with electronic document name and description)
Sample scripts:
Teachable Moment Intervention Scripts
e LMHRNC=low monitor, high risk family history, non-compliant with screening
(Appendix #1)
¢ HMIRC=high monitor, intermediate risk family history, compliant with screening
(Appendix #2)
Teachable Moment Control Script
e CTRL=control group

Print materials:
Family History/Risk Factors Fact Sheets:
e famriskHH=high monitor/high risk (Appendix #3)
o famriskHI=high monitor/intermediate risk (Appendix #4)
o famriskLH=low monitor/high risk (Appendix #5)
famriskLI=low monitor/intermediate risk (Appendix #6)

Personal Risk Profile
e w-Tam=reference to tamoxifen where appropriate based on Gail model
(Appendix #7)

¢ w-out Tam=no reference to tamoxifen based on Gail model (Appendix #8)

Screening Recommendations Fact Sheets:

e screenHCstartmammo= high monitor/compliant-start screening (used for women
under age 40 who have not yet begun screening mammography) (Appendix #9)

¢ screenHCcontinuemammo=high monitor/compliant-continue screening (used to
reinforce continued compliance w/mammography) (Appendix #10)

¢ screenHN=high monitor/non-compliant (Appendix #11)

¢ screenLCstartmammo=low monitor/complaint-start screening (same as H/C-S
above) (Appendix #12)

e screenLCcontinuemammo=low monitor/compliant-continue screening (same as
H/C-C above) (Appendix #13)

e screenLN=low monitor/non-compliant (Appendix #14)

Control Group Fact Sheet:
e Fact sheet exercise
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INTRODUCTION

As screening and surveillance for breast cancer has increased and treatment improved,
the number of survivors of primary breast cancer has increased substantially (ACS, 2000;
Pandey et al, 2000). The 5-year relative survival rate for localized breast cancer has
increased from 72% in the 1940s to 96% today (ACS, 2000). Further, 71% of women
diagnosed with breast cancer survive 10 years, and 57% survive 15 years (ACS, 2000).
As the number of cancer survivors has increased, so too has the concern for the
psychosocial adaptation of cancer survivors (e.g., Andersen, 1994; Ganz et al., 1996;
Ganz et al, 1998; Gotay & Muraoka, 1998; Komblith, 1998; Kurtz, Wyatt, & Kurtz,
1995; Schag et al., 1993; Wyatt & Friedman, 1996; Weitzner et al., 1997). However,
little research has focused on easing the transition of individuals with early stage breast
cancer from active treatment to follow-up care, referred to as the re-entry phase; even less
research has focused on how individual differences moderate the process of adjustment to
the challenges of survivorship (see Andersen, 1994; Helgeson et al., 2000). Guided by
the Cognitive-Social Health Information Processing model (Miller, Shoda, et al. 1996;
Miller, Mischel, et al. 1996), the primary objective of the proposed study is to develop
and evaluate a tailored Cognitive-Affective Processing (CAP) intervention to facilitate
psychosocial adjustment at re-entry following adjuvant treatment for primary breast
cancer (Miller, 1995; Miller, 1996; Miller, Shoda, & Hurley, 1996; Miller, Fang, et al,,
1999).

The specific aims for Project 1 are as follows:

Aim _1: To develop and evaluate a theory-based, individually tailored Cognitive-
Affective Processing (CAP) intervention to facilitate re-entry following adjuvant
treatment for primary breast cancer.

Aim 2: To examine the moderating effects of individual differences in attentional style
(i.e., high vs. low monitoring) on the impact of the proposed intervention.

To reach the primary objective of the proposed study, three focus groups were conducted
during Phase 1 of the study (months 1-6). Eighteen women from the target population
(early stage, primary breast cancer patients) participated in the focus groups. The goal of
the focus groups was to facilitate the development and refinement of the CAP
intervention and the measures. The first two focus groups were designed to explore and
assess the challenges confronted by the study population during the transition from being
an active patient in treatment to a breast cancer survivor, i.e., the ‘re-entry’ phase.
Specifically, focus group participants were asked to discuss their perceived risk,
expectancies and beliefs, values and goals, emotions, and coping strategies regarding
their transition into ‘survivorship’. Specific areas targeted included their cognitive-
affective responses to cancer recurrence, cessation of treatment, sexuality, body image,
and personal relationships. This information was used to further refine the intervention
and measures. The final focus group was designed to obtain final suggestions for the
improvement of the intervention and the battery of measures.
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During Phase 1, women (N=300) who have been diagnosed with Stage 0, I, or II breast
cancer and are being treated at Fox Chase Cancer Center (FCCC) will be contacted for
participation. Potential participants will be identified through the scheduling office at the
Breast Cancer Evaluation Clinic at FCCC and will be recruited near the completion of
their adjuvant treatment. After they have been given a description of the study,
participants who meet eligibility criteria and wish to participate will be asked to sign a
consent form. Consenting participants will be randomized into either the intervention or
control condition. All consenting participants will receive the intervention or control
session during a post-adjuvant treatment follow-up medical visit. A booster session will
be given two-weeks post-counseling intervention. All participants will be assessed via
mail at one, six and twelve months post-intervention. The health educator will contact
the participant by phone to collect follow-up data in the event that partlclpants do not
return the questionnaires within 2 weeks.

BODY

During Year 1, the plan was to complete Task 1 and initiate Task 2, as outlined in our
Statement of Work. Task 1 involves coordinating with the Communications Core in the
testing and subsequent refinement of the cognitive-affective intervention designed to
facilitate “re-entry” into the post-treatment phase of breast cancer for early stage breast
cancer patients. This was to be accomplished through the use of focus groups to test both
the intervention and the measures, with the Communications Core leading the process.
The specific aims of Task 1 were to:

a. Recruit Focus Group Participants for Phase | (Month 1-2)

b. Conduct Focus Groups (Months 2-3)

c. Analyze Focus Group Data (Month 3-4)

d. Refine Interventions/Measures (Month 4-5)

e. Conduct Focus Groups to Evaluate Refined (Month 5)
Interventions/Measures

f. Establish Recruitment Procedures/Staff Training (Months 5-6)

The responses from the three focus groups, in addition to comments and suggestions
made by an external review committee, were used to refine the barriers intervention.
While the intervention continues to addresses the cognitive-affective mediating units of
participants, there is now a more refined assessment of the primary concerns and issues
of breasts cancer survivors as well as the barriers to re-entry, which will be thoroughly
addressed in the mtervention session, with particular attention given to focus group
participants’ preferences for the timing of the delivery of the counseling intervention and
the method by which the intervention will be delivered. Specifically, the intervention is
delivered soon after the completion of adjuvant treatment with follow-up assessments
conducted at the one-, six-, and twelve-month time points. The intervention draws
heavily from the NCI publication, Facing Forward, and is consistent with its philosophy
of taking an active role in recovery in combination with accepting changes that are
beyond the patient’s control. Further, the intervention provides strategies for coping with
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barriers to the re-entry phase of recovery and participants receive additional resources for
dealing with their concerns. Revisions to the originally approved protocol were approved
by the FCCC IRB in May 2004

Because the information obtained from three focus groups was adequate to modify the
barriers intervention, an amendment was submitted to conduct a pilot study (N=20) in
place of the fourth focus group. This modification was also approved in May 2004. The
recruitment for the pilot study was initiated during the past year in order to provide an
evaluation of both the initial assessment and the revised intervention in terms of their
thoroughness, applicability and feasibility. To enhance accrual rates for the study,
recommendations were obtained from FCCC specialists (i.e., physicians, nurses,
technicians) working with women with breast cancer towards the end of their treatment,
in order to find more efficient ways to reach potential participants for the study. Based on
the input received, the following amendments to the study protocol were submitted to the
FCCC IRB/RRC and DOD IRB:

a. Amendment #5: Change to eligibility criteria
In an effort to enhance recruitment, we proposed to expand the study eligibility
criteria to include women up to three months following their last adjuvant
treatment appointment rather than 3-4 weeks post-treatment. The differences in
the amount of time since completing treatment among participants will be taken
into account in data analysis. Submitted to FCCC IRB/RRC on March 30th,
2005, and received approval on April 5, 2005. Submitted to the DOD on April
7™ 2005. Approval from the DOD is still pending.
b. Amendment regarding recruitment materials
In an effort to facilitate recruitment of participants two recruitment materials were
created: a brochure and a physician card. The brochure, to be displayed in the
Radiation Treatment, Chemotherapy and Outpatient Clinic at FCCC, targets
potential participants and contains study’s description and contact information.
The physician card targets medical staff working with patients with breast cancer
and contains eligibility criteria, study description and contact information.
Amendment was submitted to FCCC IRB/RRC on May 31%, 2005, and was
approved on May 26" 2005. Amendment was submitted to the DOD on June
28" 2005. Approval from the DOD was received on September, 28‘*‘, 2005.
¢. Amendment #7: Measure instruments: replacement and additions to the set of
study measures
One study measurement “Health Protective Behaviors” will be replaced by
“Behavioral Action Taken”, a study specific measure designed to assess the extent
to which patients engage in the actions recommended by *“Facing Forward” book
— a publication designed especially for breast cancer survivors by the National
Cancer Institute. This author-constructed measure consists of five sections, each
reflecting a chapter covered in Facing Forward, designed to assess the adoption of
specific actions recommended in Facing Forward (i.e., using a follow-up guide to
keep track of appointments, developing a plan to fight fatigue, using a pain diary
to track pain levels). Patients are simply asked to report “Yes or No” with regard
to engaging in each of the recommended actions. This measure will be

21



Miller, Suzanne M., Ph.D.

administered at baseline and at all three follow-ups. The rationale for proposing
the replacement of “Health Protective Behaviors” measure with “Behavioral
Action Taken” measure is that: 1) The “Behavioral Action Taken” measure
targets health protective behaviors that participants in both control and
experimental group have been informed about through the Facing Forward
publication; 2) The “Behavioral Action Taken” measure has been design in such a
way to assess engagement in health protective behavior before and after the
intervention. Another minor change proposed regards “Cancer-Related Benefits”
Scale. We omitted to list it in Table III, on page 17-18: Provisional Measures and
Times of Administration. This measure is now included in Table III, and it is
described in the body of the proposal. Amendment was submitted to FCCC
IRB/RRC on August 9™, 2005 and approval was received on September 29, 2005.
An amendment was submitted to the DOD on October 5™, 2005. Approval from
the DOD is pending. '

d. Amendment # 8: Delivery of the intervention over the phone

Given the high patient refusal rate to participate in this study has been often
justified by lack of time to come for an in-person counseling session, this
amendment proposed to offer participants in the study the option to chose
between an n-person counseling session or an over-the-phone counseling session.
The counseling intervention can be appropriately delivered over-the-phone, since
is an educational counseling session designed to be easily transportable.
Amendment was submitted to FCCC IRB/RRC on August 9™, 2005 and approval
was received on September 29, 2005. An amendment was submitted to the DOD
on October 5™ 2005. Approval from the DOD is pending.

e. Amendment #9: Extending eligibility criteria

Given the difficulty of reaching patients once they have finished adjuvant therapy,
this amendment proposes to modify study eligibility criteria as to be able to
recruit breast cancer patients while undergoing adjuvant therapy and/or within one
year of their end of treatment. Amendment submitted to FCCC IRB/RRC on
August 9™, 2005 with approval received on September 29, 2005. An amendment
was submitted to the DOD on October 5 2005. Approval from the DOD is
pending.

Task 2, which was to be initiated during year 1 and continued into year 3, involves
conducting the revised randomized trial (N=300) comparing the Cognitive-Affective
Preparation (CAP) protocol designed to address the barriers to “re-entry” into the post-
treatment phase of breast cancer for early stage breast cancer patients. The CAP
intervention will be compared with a General Health Information (GHI) control to equate
for time and attention. The specific aspects of Task 2 are to:

a. Recruit Participants, Randomize to Treatments, (Months 7-30)
Test Interventions
b. Participants Eligible for Genetic Testing will be (Months 7-30)

Referred to the Genetic Susceptibility Testing
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Laboratory Core

Task 2 will begin upon completion of the pilot study. Once 20 pilot participants have
completed the baseline assessment and the intervention, we will begin recruitment for
Task 2. Given the challenge of recruiting participatits for the pilot study, as of September
2005, several strategies to enhance recruitment have been developed as outlined above.
Implementation of these strategies is delayed due to the complex IRB approval process
from both FCCC and the DOD.

Our team attended several consuitation meetings with the Informatics Core to initiate the
database edifice, and to adjust it in accordance with modifications to the protocol. Over
the past year the Informatics Core designed and developed Project 3's (baseline)
application. The next steps will be to initiate the follow-up database and data entry
interface(s) plus analytic views. Preliminary data collection procedures were discussed
as well as the facility’s role in handling these data. Further arrangements will be made as
the study progresses.

Task 3, involves conducting data analyses on all data collected and presenting/publishing
findings. However, due to delays in the revision and approval of the intervention, this
task has not been initiated. To allot for the extra time that will be needed to complete
task 3, we requested a no-cost extension to continue this study in 2006 so that this request
may be processed 30 days before the scheduled completion of the study.

a. In collaboration with the Informatics Core (Months 31-42)
Statistical Analyses of Data Obtained

b. Publicize Study Findings (Months 43-48)

c. Prepare Final Report for Granting Agency (Months 43-48)

KEY RESEARCH ACCOMPLISHMENTS
¢ Continue to attend and participate in monthly Center meetings

e Initiated the pilot study: 259 potential participants referred to study, of which 205
ineligible; 42 of the patients referred to study met the eligibility criteria, out of
which 16 denied participation, 26 consented to participate (3 completed the pilot
intervention).

¢ Conducted meetings with FCCC Outpatient Clinic, Breast Cancer Clinic, and
Ambulatory Care - Infusion Room staff (physicians, nurses, technicians) in order

to get their input and support for increasing participation in the study.

¢ Developed recruitment materials (i.e. physician cards, brochures) in order to
better reach potential participants.
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e Submitted revisions to the FCCC IRB regarding use of recruitment materials, and
extension of eligibility criteria in order to increase study accrual. Submitted the
FCCC IRB approved revisions to the DOD and Approval is pending.

e Revised the study measures based on the preliminary information from the pilot
study. “Behavioral Action Taken” will replace the “Health Protective Behaviors”
measure upon FCCC and DOD IRB approval. This is a study specific measure
designed to assess the extent to which patients engage in the actions
recommended by “Facing Forward” book — a publication designed especially for
breast cancer survivors by the National Cancer Institute.

e Submitted a new HIPPA authorization form using a new template developed by
the FCCC IRB to DOD for approval.

e Data collection procedures have been established with the Informatics Core to
initiate the database edifice with further plans to be developed and adjust as
necessary.

e Applied and received DOD approval for a no-cost one-year extension.
REPORTABLE OUTCOMES
-none
CONCLUSION
Upon FCCC and DOD approval of all protocol revisions, we will start using new study
recruitment strategies. Full implementation of Phase II will begin afier we have collected
baseline information, and conducted the study interventions for 20 participants. As these

processes are underway, we anticipate no further major obstacles, given the one-year
extension and the new recruitment strategies in the further progress of this project.
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